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DETAILED ACTION 

Preliminary Amendment 

1 . This office action is responsive to the preliminary amendment filed on 4/1 7/07. 
As directed by the amendment: claims 4 and 7 have been amended. No claim was 
added or cancelled. Thus, claims 1-7 are presently pending in the application. 

Foreign Priority 

2. Acknowledgment is made of applicant's claim for foreign priority based on an 
application filed in Italy on 3/18/2004. It is noted, however, that applicant has not filed a 
certified copy of the MO2004A000060 application as required by 35 U.S.C. 1 19(b). 

Drawings 

3. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they do not include the following reference sign(s) mentioned in the 
description: Reference number "3c" on Page 3, II. 29 and throughout the rest of the 
specification. Corrected drawing sheets in compliance with 37 CFR 1 .121(d) are 
required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1 .1 21 (d). If 
the changes are not accepted by the examiner, the applicant will be notified and 
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informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 



Specification 

4. Applicant is reminded of the proper language and format for an abstract of the 
disclosure. 

The abstract should be in narrative form and generally limited to a single 
paragraph on a separate sheet within the range of 50 to 150 words. It is important that 
the abstract not exceed 150 words in length since the space provided for the abstract 
on the computer tape used by the printer is limited. The form and legal phraseology 
often used in patent claims, such as "comprising", "means" and "said," should be 
avoided. The abstract should describe the disclosure sufficiently to assist readers in 
deciding whether there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat information 
given in the title. It should avoid using phrases which can be implied, such as, "The 
disclosure concerns," "The disclosure defined by this invention," "The disclosure 
describes," etc. 

5. The abstract of the disclosure is objected to the terms "the 5 outside" in line 4, 
and "10 making" in line 10 of the abstract are confusing. Correction is required. See 
MPEP§ 608.01(b). 

6. The disclosure is objected to because of the following informalities: Page 2, line 
20 recites "allows to overcome", which should be changed to --overcomes--. Page 2, 
line 23 recites "to inhale", which should be changed to --inhalation of--. 

Appropriate correction is required. 



Claim Objections 
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7. Claims 1-2, 4, 7 and 9 are objected to because of the following informalities: 
Claim 1, line 4 recites "the outside", which lacks proper antecedent basis. Claim 1, line 
6 recites "respect o said", which should be changed to --respect to said--. Claim 2, lines 
3, 7, 10, and 12 recite "3c", which is not labeled in the drawings. Claim 2, line 4 recites 
"axis (s)", which should be changed to -axis (x)~. Claim 2, line 8 recites "open said", 
which should be changed to -open to said-. Claim 4, line 3 recites "bottom wall", 
which should be changed to -bottom of wall-. Claim 7, line 2 recites "said first and 
second protrusions (8, 9)". The "second protrusions" lacks antecedent basis. Claim 7, 
line 5 recites "second outlet (3)", which should be changed to -second outlet (3b)-. 
Claim 9, line 2 recites "3c", which is not labeled in the drawings. Claim 9, line 3 recites 
"end a portion", which should be changed to -end and a portion-. Appropriate 
correction is required. 



Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

9. Claims 1-4 and 8-9 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Ohki etal. (2002/0033177 A1). 

As to claim 1, Ohki discloses an inhaler (Fig. 13) for preparations in powder form 
("powdered medicines" 16) (Fig. 13), characterized in that it comprises a first body 
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("medical powder storage cylindrical member" 43), which is provided with an inhaling 
channel ("inhalant port" 3, "medical powder diffusion chamber" 4, "outflow air 
passageway" 6, "outflow outlet port" 44c, "cylindrical fit hole" 42) (Fig. 13), and a second 
body ("medicator body" 41) (Fig. 13), which is provided with at least one reservoir 
("medical powder storage chamber" 47) (Fig. 13), which is open toward the outside 
(when body 43 is removed, 47 is open to the outside Fig. 13) and is preset to contain at 
least one dose of preparation in powder form ("powdered medicines" 16) (Fig. 13), the 
first body being associated with said second body (Fig. 13) and being movable with 
respect to the second body (Fig. 13) (Page 7, 87) between a first position (Fig. 13), at 
which it closes the reservoir (6 and 44c are not aligned Fig. 13), and a second position 
(Fig. 15), at which at least one connection is open between the reservoir and the 
inhaling channel (6A and 44c are aligned and open to 47 in Fig. 15), making the dose of 
preparation in powder form available for inhaling (Fig. 15) (Page 7, Tf 87). 

As to claim 2, Ohki teaches that the first body ("medical powder storage 
cylindrical member" 43) has a longitudinal axis (x) (Fig. 13) and is provided 
longitudinally with a through inhaling channel ("inhalant port" 3, "medical powder 
diffusion chamber" 4, "outflow air passageway" 6, "outflow outlet port" 44c, "cylindrical fit 
hole" 42) (Fig. 13), which has at least one lateral outlet ("radial passage" 6A) (Fig. 13), 
the longitudinal extension of which is perpendicular to the longitudinal axis (x) of the first 
body (Fig. 13), the second body ("medicator body" 41) (Fig. 13) is provided with a 
receptacle ("cylindrical fit hole" 42) (Fig. 13), in which the first body is inserted at least 
for the part of its longitudinal extension on which the lateral outlet is arranged (Fig. 13), 
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the reservoir ("medical powder storage chamber" 47) (Fig. 13), preset to contain a dose 
of preparation in powder form with which the second body is provided ("powdered 
medicines" 16) (Fig. 13), is open the receptacle (Fig. 13), the first body can rotate about 
its own longitudinal axis (x) with respect to the second body (Page 7, 87) (Fig. 13) 
between a first position (Fig. 13), at which the lateral outlet ("radial passage" 6A) (Fig. 
1 3) of the inhaling channel does not face the opening of the reservoir (Fig. 1 3) and said 
reservoir is not connected to the inhaling channel (6 and 44c are not aligned Fig. 13), 
and a second position (Fig. 15), in which the lateral outlet of the inhaling channel faces 
the opening of the reservoir (6A and 44c are aligned and open to 47 in Fig. 15) and the 
reservoir is connected to the inhaling channel (Fig. 15). 

As to claim 3, Ohki teaches that the inhaling channel has, at its ends, a first outlet 
("inhalant port" 3) (Fig. 13) and a second outlet (right end opening of cylindrical fit hole 
42 in Fig. 13 and 15, where cylindrical portion 44 enters and the space between disk 
shaped knob portion 45 and 41 in Fig. 15), which are arranged approximately at right 
angles to the longitudinal (x) of the first body (Fig. 1 3 and 1 5), the end at which the 
second outlet is arranged being in contact with an end wall ("disk shaped knob portion" 
45) (Fig. 13) of the receptacle ("cylindrical fit hole" 42) (Fig. 13) that is perpendicular to 
the longitudinal axis (x) (Fig. 13). 

As to claim 4, Ohki teaches that the second body is provided with a through 
channel ("inflow air passageway" 5) (Fig. 15), which has a first outlet (bottom right outlet 
opening to atmosphere) (Fig. 15) arranged at the bottom of wall ("disk shaped knob 
portion" 45) of the receptacle ("cylindrical fit hole" 42) (Fig. 13) and a second outlet 
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("radial passage" 5B) (Fig. 13) arranged on the outer surface of the second body (Fig. 
13), the first outlet of the through channel being arranged in a position in which it faces 
the second outlet (Fig. 15) of the inhaling channel at least at the second position of the 
first body (Fig. 15). 

As to claims 8-9, Ohki teaches that the second body is provided with a through 
hole (right end opening of cylindrical fit hole 42 in Fig. 13 and 15, where cylindrical 
portion 44 enters) (Fig. 15), which faces the opening of the reservoir (Fig. 15), the 
lateral outlet and the second outlet of the inhaling channel (3) form a single opening that 
lie between one end ("disk shaped knob portion" 45) and a portion of the lateral surface 
of the first body ("engaged protrusion portion" 44A) (Fig. 13). 

Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . Claims 5-7 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over Ohki 
et al. in view of Anderson et al. (6,065,472). 

As to claim 5, Ohki teaches the above limitations, but is silent regarding that the 
inhaling channel has at least one first protrusion, which protrudes transversely to the 
longitudinal axis (x) of the first body from the lateral surface of the inhaling channel 
toward the inside of said inhaling channel. However, Anderson teaches that the 
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inhaling channel has at least one first protrusion ("penultimate baffle" 26) (Fig. 4), which 
protrudes transversely to the longitudinal axis (x) of the first body from the lateral 
surface of the inhaling channel toward the inside of said inhaling channel (Fig. 4). It 
would have been an obvious design consideration to one of ordinary skill in the art at 
the time the invention was made to place Anderson's "penultimate baffle" 26 along 
Ohki's "medical powder storage hole" 46 of the Ohki's first body "medical powder 
storage cylindrical member" 43, as taught by Anderson, for the purpose of providing a 
way to break down the medicament to provide better inhalation to the user. 

As to claim 6, the modified Ohki's inhalator has everything as claimed as well as 
the second protrusion (Anderson "final baffle" 25) (Fig. 4), which protrudes transversely 
to the longitudinal axis (x) of the first body from the lateral surface of the inhaling 
channel toward the inside of said inhaling channel (Anderson Fig. 4), the second 
protrusion being spaced with respect to the first protrusion toward the longitudinal axis 
(x) of the first body (Anderson Fig. 4) and being arranged opposite with respect to a 
central plane of the inhaling channel (Anderson Fig. 4). It would have been an obvious 
design consideration to place Anderson's "penultimate baffle" 26 and "final baffle" 25 
along the modified Ohki's "medical powder storage hole" 46 of the modified Ohki's first 
body "medical powder storage cylindrical member" 43, as taught by Anderson, for the 
purpose of providing a way to break down the medicament to provide better inhalation 
to the user. 

As to claim 7, Ohki's modified inhalator teaches the above limitations, but is silent 
regarding that the first and second protrusions have at least one surface that is inclined 
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and blended with the lateral surface of the inhaling channel, the surfaces that are 
inclined and blended with the lateral surface of the inhaling channel being directed 
toward the second outlet of the inhaling channel. However, Anderson teaches that the 
first and second protrusions have at least one surface that is inclined and blended with 
the lateral surface of the inhaling channel (Fig. 4), the surfaces that are inclined and 
blended with the lateral surface of the inhaling channel being directed toward the 
second outlet of the inhaling channel (Fig. 4). It would have been an obvious design 
consideration to place Anderson's "penultimate baffle" 26 and "final baffle" 25 along the 
modified Ohki's "medical powder storage hole" 46 of the modified Ohki's first body 
"medical powder storage cylindrical member" 43, which would then direct the baffles 
toward the modified Ohki's second outlet (right end opening of cylindrical fit hole 42 in 
Fig. 13 and 15, where cylindrical portion 44 enters and the space between disk shaped 
knob portion 45 and 41 in Fig. 1 5) of the modified Ohki's inhaling channel, as taught by 
Anderson, for the purpose of providing a way to break down the medicament to provide 
better inhalation to the user. 



Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Brown et al. (6,983,748 B2) to a dry powder inhaler that requires 
rotation of a member to release a dose of medicament to an inhalation channel and 
Braithwaite et al. (2003/01 1 61 57 A1 ) to an inhaler with a reservoir and metering 
member that delivers dry powder medicament to a delivery passage upon rotation. Any 
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inquiry concerning this communication or earlier communications from the examiner 
should be directed to RACHEL T. YOUNG whose telephone number is (571)270-1481. 
The examiner can normally be reached on mon-thurs 7 am - 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on 571-272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/RACHEL T YOUNG/ 
Examiner, Art Unit 3771 

/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 



